
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 

[Docket No. 2004N-O234] 

Annual Guidance Agenda 

AGENCY: Food and Drug Administration, HHS. 

ACTION: Notice. 

SUMMARY: The Food and Drug Administration (FDA) is publishing its annual 

guidance document agenda. FDA committed to publishing, on an annual basis, 

a list of possible topics for future guidance document development or revision 

during the next year, and seeking public comment on additional ideas for new 

guidance documents or revisions of existing ones. This commitment was made 

in FDA’s September 2000 good guidance practices (GGPs) final rule, which 

sets forth the agency’s policies and procedures for the development, issuance, 

and use of guidance documents. This list is intended to seek public comment 

on possible topics for guidance documents and possible revisions to existing 

guidances. 

DATES: Submit written or electronic comments on this list and on agency 

guidance documents at any time. 

ADDRESSES: Submit written comments to the Division of Dockets Management 

(HFA-305), Food and Drug Administration, 5630 Fishers Lane, rm. 1061, 

. Rockville, MD 20852. Submit electronic comments to http://www.fda.gov/ 

doclcets/ecomments. 

FOR FURTHER INFORMATION CONTACT: 

For general information regarding this list contact: Diane Sullivan, Office 
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of Policy (HF-261, Food and Drug Administration, 5600 Fishers Lane, 

Rockville,MD 20857,301-827-3480. 

For information regarding specific topics or guidances: Please see contact 

persons listed in the table in the SUPPLEMENTARY iNFORMATION section. 

SUPPLEMENTARY INFORMATION: 

I. Background 

In the Federal Register of September 19, 2000 (65 FR 56468), FDA 

published a final rule announcing its GGPs, which set forth the agency’s 

policies and procedures for the development, issuance, and use of guidance 

documents. The agency adopted the GGPs to ensure public involvement in the 

development of guidance documents and to enhance public understanding of 

the availability, nature, and legal effect of such guidance. 

As part of FDA’s effort to ensure meaningful interaction with the public 

regarding guidance documents, the agency committed to publishing an annual 

guidance document agenda of possible guidance topics or documents for 

development or revision during the coming year. The agency also committed 

to soliciting public input regarding these and additional ideas for! new topics 

or revisions to existing guidance documents (65 FR 56468 at 56477,121 CFR 

lO.l15(f)(5)1. 

The agency is neither bound by this list of possible topics nor required 

to issue every guidance document on this list or precluded from issuing 

guidance documents not on the list set forth in this document. 

The following list of guidance topics or documents represents possible 

new topics or revisions to existing guidance documents that the agency is 

considering. The agency solicits comments on the topics listed in this 

document and also seeks additional ideas from the public. 
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The guidance documents are organized by the issuing center or office 

within FDA, and are further grouped by topic categories. The agency’s contact 

persons are listed for each specific area in the table. 
TTTLUOPIC OF GUIDANCE 

I 
CONTACT 

II. CENTER FOR BIOLOGICS EVALUATtON AND RESEARCH (CBER) 

CATEGORY--COMPLIANCE AND INSPECTION 

Reprocessing, Reworking, and Blending of Biological Drug Substances and Drug Products Stephen M. Ripley, Center for Biologics Evaluation and 
Research (HI%-17). Food and Drug Administration, 
1401 Rockville Pike, Rockvilfe, MD 20852-1448. 301- 
827-8230. 

Design, installation and Operation of Heating, Ventilation and Air Conditioning Systems Used in the Same as above (Do) 
Manufacture of Products Regulated by the Center for Biologics Evaluation and Research and the 
Center for Drug Evaluation and Research 

Compliance Program 7341.002-Inspection of Tissue Establishments Do 

Compliance Program 7342.001-Inspection of Licensed and Unlicensed Blood Banks, Brokers, Ref- Do 
erence Laboratories, and Contractors 

Compliance Program 7342.OM-fnspection of Source Plasma Establishments Do 

Compliance Program 7342.008-Inspections of Licensed Viral Marker Test Kits Do 

Compliance Program 7345.001-Inspection of Center for Biofogics Evaluation and Research-Regu- Do 
lated Biological Drug Products 

CATEGORY-CELLULAR, TISSUE, AND GENE THERAPY 

Submission of fnformation for the National Xenotransplantation Database DO 

Guidance for Reviewers: Instructions and Template for Chemistry, Manufacturing, and Controls Re- Do 
viewers of Human Gene Therapy Investigational New Drug Applications 

Submission of Information for Adverse Event and Annual Reports for Gene Therapy Investigational Do 
New Drug Applications 

Eligibility Determination for Donors of Human Cells, Tissue and Cellular and Issue-Based Products Do 

CATEGORY-BLOQD AND BLOOD COMPONENTS 

Blood Establishment Software Do 

Collection of Platelets, Pheresis Prepared by Automated Methods Do 

Validation of the Computer Crossmatch Do 

Blood Contact Materials Do 

Nucleic Acid Testing for Human lmmunodeficiency Virus and Hepatitis C Virus; Testing, Product Dis- Do 
position, Donor Deferral and Reentry 

Efficacy, Pharmokinetic, and Safety Studies to Support Marketing of Immune Globulin Intravenous Do 
(Human) as a Replacement Therapy for Primary Humoral lmmunodeflciency 

G&lance an the Content of Premarket Submissions for Center for Bttfogfcs Evaluation and Re DO 
search-Regulated Automated Instruments and Associated Software Systems for Donor Blood Col- 
lection and Screening 

CATEGORY-VACCINES 

Characterization and Qualification of Cell Substances and Viral Seeds Used to Produce viral Vat- Do 
tines 

Preclinical Toxicity Studies for Prophylactic Vaccines Do 

Immunization Human Plasma Donors to Obtain Source Plasma for Preparation of Specific Immune Do 
Globulins 

Content and Format of Chemistry, Manufacturing, and Controls Information and Establishment De- Do 
scription fnformation for a Vaccine or Related Product 

Content and Format of Chemistry, Manufacturing, and Controls Information and Establishment De- Do 
scription Information for an Affergenic Extract or Allergen Patch Test 

5 
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CATEGORY--OTHER 

TITLE~TOPIC OF GUIDANCE I CONTACT 

Providing Regulatory Submission in Electronic Format-Stabilii Do 

Environmental Assessment/National Environmental Policy Act Do 

Filing and Application When the Applicant Protests a Refusal to File Action IDo I 

Multi-Product Manufacturing With Spore-Forming Microorganisms DO 

Good Review Practices--Track IV Do 

Submission of Chemistry, Manufacturing, and Controls and Establishment Description tnformatioo for Do 
Human Plasma-Derived Biological Products, Animal Plasma or Serum-Derived Products 

Submission of Chemistry, Manufacturing, and Control Information for a Therapeutic Recombinant 
Deoxyribonucleic Acid-Derived Product or a Mono&anal Antibody for In-Vivo Use 

Do 

III. CENTER FOR DEVICES AND RADIOLOGICAL HEALTH 

Implementation of the Inspection by Accredited Persons Program Under the Medical Device User 
Fee and Modernization Act of 2002; Accreditation Criteria: Guidance for Industry, FDA Staff and 
Third Parties 

Implementation of Third Party Programs Under the FDA Modernization Act of 1997; Final Guidance 
for Staff, Industry, and Third Parties 

Mutual Recognition Agreement Between the European Union and the United States of America: 
Confidence Building Programme: Qverview and Procedure; Medical Device Annex, Version 7, 
June 29.2000; Dralt 

Regulation of Medical Devices; Background Infomation for International Officials (Entire Document 
Available on Disk) 

Guidance for Staff, Industry, and Third Parties: Third Party Programs Under the Sectoral Annex on 
Medical Devices to the Agreement on Mutual Recognition Between the United States of America 
and the European Community 

Medical Device Appeals and Complaints: A Guidance on Dispute Resolution 

Overview of Food and Drug Administration Modernization Act of 1997 Medical Device Provisions 
(Food and Drug Administration Modernization Act) 

Medical Device Reporting for Manufacturers 

In Vitro Diagnostic Devices: Guidance for the Preparation of Premarket Notification Submissions 
(FDA 97-4224) 

Medical Device Quality Systems Manual: A Small Entity Compliance Guide 

Comparison Chart: 1996 Quality System Reg vs. 1978 Good Manufacturing Practices Reg vs. ANSC 
ISO/ASQC 09001 and ISO/DI 13485:1996 (Include 126) 

Premarkel Notification: 510(k)--Regulatory Requirements for Medical Devices (FDA 95-4158) 

Labeling-Regulatory Requirements for Medical Devices (FDA 89-4203) 

Impact Resistant Lenses: Questions and Answers (FDA 874002) 

Use of Symbols on Labels and in Labeling of In Vitro Diagnostic Devices Intended for Professional 
Use (Draft) 

Frequently Asked Questions About the Reprocessing and Reuse of Single-Use Devices by Third- 
Party and Hospital Reprocessors; Three Additional Questions 

Frequently Asked Questions About the Reprocessing and Reuse of Single-Use Devicas by Third- 
Party and Hospital Reprocessors; Finai Guidance for Industry and FDA Staff 

Guidance on Medical Device Patient Labeling; Final Guidance for industry and FDA Reviewers 

Center for Devices and Radiilogical Health Manual for the Good Guidance Practices Regulations; 
Final Guidance for FDA Staff 

Medical Device Use-Safety: Incorporating Human Factors Engineering Into Risk Management; 
Guidance for Industry and FDA Premarket and Design Control Reviewers 

John F. Stigi, Center for Devices and Radiological Health 
(HFZ-220), Food and DIUQ Administration, 9200 Cor- 
porate Blvd., Rockville, MD 20850, 301443-0806 

Do 1 

Christine Nelson, Center for Devices and Radiological 
Health (HFZ-220), Food and Drug Administration, 9200 
Corporate Blvd., Rockville, MD 20850,301-443-0806 

Ron Parr, Center for Devices and Radiological Health 
(HFZ-220)‘ Food and Drug Administration, 9200 Cor- 
porate Blvd., Rockville, MD 20850, 301-443-0806 1 

John F. Stigi, Center for Devices and Radiological Health 
(HFZ-220), Food and Drug Administration, 9200 Cor- 

Do I 
Do 

Health (HFZ-230). Food and Drug Administration, 9200 
Corporate Blvd., Rockville, MD 20850.301-594-1217 

Lily Ng, Center for Devrces and Radiological Health 4 (HFZ-610), Food and Drug Administration, 9200 Cor- 
porate Blvd., Rockville, MD 20850, 301-827-0885 

Paula G. Silberberg, Center for Devices and Radiilogii 
Health (HFZ-230), Food and Drug Administration. 9200 
Corporate Blvd., Rockville, MD 20850, 301-594-1217 

Do I 
Ron D. Kaye, Center for Devices and Radiological Health 

(HFZ-205), Food and Drug Administration, 9200 Cor- 
oorate Blvd., Rockville. MD 20850.301-594-3265 

3enter for Devices and Radiological Health (HFZ-230). 
Food and DNQ Administration, 9206 Corporate Blvd., 
Rockville, MD 20850,301-594-l 217 
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TITLE/TOPIC OF GUIDANCE I CONTACT I 

Human Factors Porn& to Consrder for Investigational Device Exemption Devices Alvin W. Thomas, Center for Devices and Radiological 
Health (f-fFZ-230), Food and Drug Administration, 9200 
Corporate Blvd., Rodwille, MD 20860. 301-443-2436 

Do It By Design-An Introduction to Human Factors in Medical Devices Walter I. Scott, Center for Devices and Radiological 
Health (Hf?Z-240), Food and Drug Administration, 9200 
Corporate Blvd., Rockville, MD 20850,301-594-3266 

Medical Dewce Reporting for User Facilities Margaret T. Tolbert, Center for Devices and Radiological 
Health (HR-230), Food and Drug Administration, 9200 
Corporate Blvd., Rockvfile, MD 20860, 301443-2436 

Human Factors Principles for Medical Device Labeling Center for Devices and Radiofogical Health (He-230). 
Food and Drug Administration, 9200 Corporate Bivd., 
Rockvifle, MD 20850,301-694-1217 

Write It Right 

I Corporate Bfvd.. Rockville. MD 20850. 301-594-3332 

I The Mammography Quality Standards Act Final Regulations Modifications and Additions to Polrcy Do 
Guidance Welp System #8 (Incorporated into Policy Guidance Help Systems) I 

The Mammography Quality Standards Act Final Regulations Modifications and Additions to Poficy 
Guidance Help System #6; Guidance for Industry and FDA (Incorporated info Policy Guidance 
Help System) 

Do 

The Mammography Quality Standards Act Finaf Regulations Modifications and Additions to Policy 
Guidance Help System #7; Guidance for Industry and FDA (Incorporated into Policy Guidance 
Help System) 

Do 

The Mammography Quality Standards Act Final Regulatfons Modifications and Additions to Policy 
Guidance Hefp System #5; Guidance for Industry and FDA (Incorporated into Policy Guidance 
Help System} 

Do 

The Mammography Ouafff Standards Act Final Regulations Modifications and Additions to Policy 
Guidance Help System #4; Guidance for Industry and FDA (Incorporated into Poticy Guidance 
Help System) 

Do 

Compliance Guidance-The Mammography Quality Standards Act Rnal Regulations-Preparing for 
Mammography Quality Standards Act Inspections (Incorporated into Policy Guidance Help Sys- 
tem) 

The Mammography Quality Standards Act Final Regulations Modifications and Additions to Policy 
Guidance Hefp System #3; Guidance for Industry and FDA (Incorporated into Policy Guidance 
Help System) 

The Mammography Quality Standards Act Final Regulations Modifications to the Poffiy Guidance Do 
Help System Due to the September It, 2001, Terrorist Attacks; Final Guidance for Industry and 
FDA (Incorporated into Policy Guidance Help System) I 

The Mammography Quality Standards Act Final Regulations Modffcations and Additions to Policy 
Guidance Help System #4; Guidance for Industry and FDA (Incorporated into Policy Guidance 
Help System) 

The Mammography Quality Standards Act Ffnal Regulations; Modifications and Additions to Policy 
Guidance Help System #2; Final Guidance for Industry and FDA (incorporated into Poticy Guid- 
ance Help Svstem) 

I Compliance Guidance-Mammography Facility Survey, Equipment Evaluation and Medical Physicist Do 
Quafffcation Requirements Under MQSA; Final (Incorporated into Policy Guidance Help System) I I 

Compliance Guidance: The Mammography Quality Standards Act Final Regulations Document #3 
(Incorporated into Pdicy Guidance Help System) 

Do 

The Mammography Quality Standards Act Final Regulations Modifications to the Poffcy Guidance Do 
Help System #I: Guidance for lndustrv and FDA (Incorporated into Poficv Guidance Help Svstem) 

I Compliance Guidance: The Mammography Quality Standards Act Final Regulations Document #2 Do 
(Incorporated into Policy Guidance Help System) I I 

Compliance Guidance: The Mammography Quafff Standards Act Finaf Regulations Quality Assur- 
ante Documentation (Incorporated into Pofffy Guidance Help System) 

Do 

Guidance for Request and Issuance of Interim Notice Letters for Mammography Facilities Under the Do 
Mammography Quality Standards Act (42 U.S.C. 263(b)) (Incorporated into Policy Guidance Help 
Svstsm) 

I Compfiince Guidance: The Mammography Quality Standards Act Ffnaf Regulations Motion of Tube- Do 
Image Receptor Assembly (Incorporated into Poffcy Gufdance Help System) I I 

Guidance: The Mammography Quality Standards Act Final Regulations Document #1 (Incorporated Do 
into Policy Guidance Hefp System) 
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-f-tTLE/TOP@ OF GUIDANCE CONTACT 

Guidance for Industry-Requalification for Interpreting Physician’s Continuing Experience Require- 
ment (Incorporated into Poficv Guidance Help Svstem) 

Do 

Policy and Standard Operating Procedures When Mammography Facilities in States That Have Ac- 
creditation Bodies Intend to Change Accreditation Bodies (Incorporated into Policy Guidance Help 
System) 

Guidance for Review of Requests for Reconsideration of Adverse Decisions on Accreditation of 
Mammography Facilities Under the Mammography Quality Standards Act (42 U.S.C. 263(b)) (April 
8. 1998) (Incorporated into Policy Guidance Help System) 

Do 

Paula G. Silberberg, Center for Devices and Radiological 
Health (HFZ-230), Food and Drug Administration, 9200 
Coroorate Blvd.. Rockville. MD 20850. 301-594-1217 

Guidance for Submission of Request for Reconsideration of Adverse Decisions on Accreditation of 
Mammography Facilities Under the Mammography Quality Standards Acts (42 U.S.C. 263(b)) 
(April 8, t998) (Incorporated into Policy Guidance Help System) 

Do 

Continuing Education Credit for Reading/Writing Articles/Papers and Presenting Courses/Lectures 
(Incorporated into the Policy Guidance Help System) 

Do 

Accidental Radioactive Contamination of Human Food and Animal Feeds: Recommendations to 
State and Local Agencies 

Thomas E. Cardamone, Center for Devices and Radio- 
logical Health (HFZ-220), Food and Drug Administra- 
tion, 9200 Corporate Blvd., Rockville, MD 20850, 301- 
443-0806, ext. 117 

Office of Device Evaluation 

Fiscal Year 2004 MDUFMA Small Business Qualification Worksheet and Certification--Guidance for Joanne R. Less, Center for Devices and Radiological 
Industry and FDA Health (HFZ403), Food and Drug Administration, 9200 

Corporate Blvd., Rodorille, MD 20850, 301-594-l $90 

Prernarket Assessment of Pedfatrfc Medical Devices-Draft Guidance for Industry and FDA Staff Heather S. Rosecrans, Center for Devices and Radio- 
logical Health (HR-230). Food and Drug Administra- 
tion, 9200 Corporate Bfvd., Rockville, MD 20850, 301- 
594-f 190 

Pediatric Expertise for Advisory Panels-Guidance for Industry and FDA Staff 

Premarket Approval Application Filing Review-Guidance for Industry and FDA Staff 

Joanne R. Less, Center for Devices and Radiological 
Heafth (HFZ-403), Food and Dnrg 
Corporate Blvd., Rockvilfe, MD 26850, 301-594-i 190 

Food and Drug Administration, 9200 Corporate Blvd., 

I Guidance for Industry and FDA: Fiscal Year 2003 MOUFMA Small Business Qualification Worksheet Do 
and Certification I 

Assessing User Fees: Premarket Approvaf Appfication Supplement Definitions, Modular Premarket 
Approval Application Fees, Biologics License Applfftion and Efficacy Supplement Definitions, 
Bundling Multiple Devices in a Single Application, and Fees for Combination Products 

Determination of Intended Use for 510(k) Devices; Guidance for Center for Devices and Radiological 
Health Staff 

The Least Burdensome Provisions of the FDA Modernization Act of 1997: Concept and Principles: 
Final Guidance for FDA and Industry 

Updated 510(k) Sterility Review Guidance K90-t; Finat Guidance for Industry and FDA 

Do 

Thninh Nguyen, Center for Devices and Radiological 
Health (HFZ-402), Food and Drug Administration, 9200 
Corporate Blvd., Rockville. MD 20850. 301-594-2186 

Robert R. Gatfing, Center for Devices and Radiofogfcal 
Health (HFZ-402), Food and Drug Administration, 9200 
Corporate Bfvd., Rockviffe. MD 26850, 301-594-I 190 

Availabikty of tnformatfon Given to Advisory Committee Members in Connection With Center for De- 
vices and Radiofogical Health Open Public Panel Meetings; Draft Guidance for Industry and FDA 
Staff 

Humanitarian Device Exemptions Regulation: Questions and Answers; Final Guidance for Industry 

Nancy J. Pluhowski, Center for Devices and Radiofcgical 
Health (HFZ-400), Food and Drug Administration, 9200 
Corporate Blvd., Rockville, MD 20850, 301-594-2022 

Heather S. Rosecrans, Center for Devices and Radio- 
logical Health (HFZ-230), Food and Drug Administra- 
tion, 9200 Corporate Blvd., Rockvilla, MD 20850, 301- 
594-1190 

Changes or Modifications During the Conduct of a Clinical Investigation; Final Guidance for Industry 
and Center for Devices and Radiological Health Staff 

Early Collaboratiin Meetings Under the FDA Modernization Act; Final Guidance for Industry and for 
Center for Devices and Radiolwfcal Health Staff 

Donna-Bea Tiflman, Center for Devices and Radiological 
Health (HFZ-400). Food and Drug Administration, 9200 
Corporate Bfvd.. Rockvflle. MD 20850,301-594-2022 

Do 

I Deciding When to Submit a 51 O(k) for a Change to an Existing Wireless Telemetry Medical Device; 
Final Guidance for FDA Reviewers and Industry 

Karen F. Warbuton, Center for Devices and RadfflogicaI 
Health (HFZ460), Food and Drug Administration, 92MJ 
Corporate Blvd., Rockville, MD 20850, 301-594-1744 I 

Guidance on Section 216 of the Food and Drug Administration Mcdemfzation Act of 1997 Nicole Wofanski, Center for Devices and Radiologfcaf 
Health (HFZ-402). Food and Drug Administration, 9200 
Corporate Bfvd., Rockvifle, MD 20850,301-594-2186 



TITLEYTOPIC of GUIDANCE CONTACX 

Guidance on Amended Procedures for Advisory Panel Meetings; Final Danid G. Schultz, Center for Devices and Radiological 
Health (HFZ-400). Food and Drug Administration, 9201 
Corporate Blvd., Rockvilb, MD 20850,301-594-2022 

Guidance on the Use of Standards in Substantial Equivalence Determinations; Final Heather S. Rosecrans, Center for Devices and Radio- 
logical Health (HFZ-230), Food and Drug Administra- 
lion, 9200 Corporate Blvd., Rockville, MD 20850, 301- 
594-l 190 

Guidance for Off-the-Shelf Software Use in Medical Devices; Final Joanna H. Weitershausen. Center for Devices and Radio 
logical Heafth (HFZ-480). Food and Drug Administra- 
tion, 9200 Corporate Blvd., Rockville, MD 20850, 301- 
443-8611 

Medical Devices Containing Materials Derived From Animal Sources (Except In Vitro Diagnostic De- Nicole Wolanski, Center for Devices and Radiological 
vices), Guidance for FDA Reviewers and Industry; Finai Health (HFZ402), Food and Drug Administration, 92Ot 

Corporale Blvd., Rockville, MD 20850, 30t-594-2186 

Premarket Approval Application Modular Review Philip J. Phillips, Center for Devices and Radiilogicar 
Health (HFZitOO), Food and Drug Administration, Q20( 
Corporate Blvd., Rockville, MD 20850. 301-594-2022 

Guidance for Industry; General/Specific Intended Use; Final Thninh Nguyen, Center for Devices and Radiological 
Health (HFZ402), Food and Drug Administration, 92OC 
Corporate Blvd.. Rockville, MD 20850, 301-594-2166 

Frequently Asked Questions on the New 510(k) Paradigm; Final Do 

G&zce for the Content of Premarket Submissions for Software Contained in Medical Devices; Do 

Guidance to tndustry Supplements to Approved Applications for Class Ill Medical Devices: Use of Do 
Published Literature, Use of Previously Submitted Materials, and Priority Review; Final 

A New 510(k) Paradigm-Allemate Approaches to Demonstrating Substantial Equivalence in Pre- Do 
market Notifications 

Guidance for Industry and FDA Staff: Expedited Review of Premarket Submissions for Devices Joanne R. Less, Center for Devices and Radiological 
Health (HFZ403), Food and Drug Administration, 9200 
Corporate Btvd., Rockville, MD 20860,301-594-1190 

PMA/51O(k) Expedited Review G944 (blue book memo) Thninh Nguyen, Center for Devices and Radiological 
Health (HFZ-QOP), Food and Drug Administration, 9200 
Corporate Bivd., Rockviile, MD 20850, 301-594-2186 

30-Day Notices and 135-Day Premarket Approval Application Supplements for Manufacturing Meth- Heather S. Rosecrans, Center for Devices and Radio- 
od or Process Changes, Guidance for Industry and Center for Devices and Radiological Health 
(Docket 98D-0080); Final 

logical Health (HFZ-2301, Food and Drug Administra- 
tion, 9200 Corporate Blvd., Rockville. MD 2065U,301- 
594-t I so 

Guidance on Premarket Approval Application Interactive Procedures for Day-100 Meetings and Sub- Thninh Nguyen, Center for Devices and Radiological 
sequent Deficfenciedor Use by Center for Devices and Radiotogiil Health and Industry; Final Heatth (HFZ402). Food and Drug Administration, 9200 

Corporate Blvd., Rockville, MD 20860, 301-594-2186 

New Section 513(f)(Z)--E\ialuation of Automatic Class III Designation: Guidance for Industry and Do 
Center for Devices and Radiological Health Staff, Final 

Procedures for Class II Device Exemptions From Premarket Notification Guidance for Industry and Do 
Center for Devices and Radiological Health Staff; Final 

Guidance on tnvestigational Device Exemption Policies and Procedures; Final Heather S. Roseorans, Center for Devices and Fiadio- 
logical Health (HFZ-230). Food and Drug Administra- 
tion, 9200 Corporate Blvd., Rockville, MD 20850, 301- 
594-l t90 

Distribution and Public Availability of Premarket Approval Application Summary of Safety and Effec- ilo 
tiveness Data Packages 

Kit Certification for Premarket Notifications Do 

Convenience Kits Interim Regulatory Guidance DO 

Real-Time Review Program for Premarket Approval Application Supplements Do 

Deciding When to Submit a Premarket Notification for a Change to an Existing Device (K97-1) Do 

Ouestions and Answers for the FDA Reviewer Guidance: Labefing Reusable Mediical Devices for Do 
Repiocessing in Health Care Facilities 

Memorandum of Understanding Regarding Patient Labeling Review (blue book memo #G96-3) Do 

Continued Access lo lnvastigational Devices During Premarket Approval Application Preparation and Do 
Review (blue book memo) (DQ&l) 
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Labeling Reusable Medical Devices for Reprocessing in Health Care Facilities: FDA Reviewer &rid- Do 
ante 

Premalket Notification Quality Review Program (blue book memo) Do 

Suggested Content for Original Investigational Device Exemption Application Cover Letter Do 

Indications for Use Statement DO 

Cover Letter: Premarket Notification Requirements During Firm-Initiated Recalls; Attachment A: Do 
Guidance on Recall and Premarket Notification Review Procedures During Finn-Initiated Recalls 
of Legally Marketed Devices (blue book memo #K95-1) 

#D95-2, Attachment A (Interagency Agreement Between FDA & Health Care Financing’Administra- Do 
tion 

#D95-2, Attachment B (Criteria for Categorization of Investigational Devices Health Care Financing Do 
Administration 

Health Care Financing Administration Reimbursement Categorization Determinations for FDA-Ap- 
proved Investigational Device Exemptions 

Do 

tmptementation of the FDAlHeatth Care Financing Administration Interagency Agreement Regarding Do 
Reimbursement Categorization of Investigational Devices, Attachment A Interagency Agreement, 
Attachment B Criteria for Categorization of Investigational Devices, and Attachment C -List #D95- 
2 (biue book memo) 

Goals and Initiatives for the Investigational Device Exemption Program #D95-1 (blue book memo) 

Memorandum: Electromagnetic Compatibility for Medical Devices: fssues and Solutions 

Joanne R. Less, Center for Devices and Radiological 
Health (H-403), Food and Drug Administration, 9200 
Corporate Blvd., Rockvflfe, MD 20850,301-594-t 190 

Heather S. Rosecrans, Center for Devices and Radio- 
logical Health (HFZ-230), Food and Drug Administra- 
tion, 9200 Corporate Blvd., Rockville, MD 20850, 301- 
594-l 190 

Use of International Standard ISO-10993, ‘Biological Evaluation of Medical Devices Part 1: Evalua- Do 
tion and Testing7rsquo; (Replaces #G87-1 #8294) (blue book memo) 

Premarket Approval Application Closure #P94-2 (blue book memo) Do 

Premarket Notification Sign-Off Procedures #K94-2 (blue book memo) Do 

Letter to Industry, Powered Wheefchair/Scooter or Accessory/Component Manufacturer From Susan Do 
Alpert 

Premarket Notification Refuse to Accept Procedures #K94-1 (blue book memo) Do 

Investigational Device Exemption Refuse to Accept Procedures #D94-1 (blue book memo) Do 

Preamendments Class iii Strategy Premarket Notification Status Request Form 00 

Documentation and Resolution of Differences of Opinion on Product Evaluations #G%?-1 (blue book Do 
memo) 

Premarket Notification Additional Information Procedures #K93-1 (Moe book memo) 

Center for Devices and Radiofogical Health’s Investigational Device Exemption Refuse to Accept 
Policy 

DO 

Do 

Center for Devices and Radiilogfcal Health’s Premarket Notification Refuse to Accept Policy--(Up- Do 
dated Checklist for March 14, 1995) 

Classified Convenience Kits 

Telephone Communications Between Office of Device Evaluation Staff and Manufacturers #193-t 
(blue book memo) 

Do 

Do 

Preamendment Class III Devices Do 

Nondiscfosure of Financially Sensitive Information #l92--1 (blue book memo) Do 

Document Review Processing #191-i (blue book memo) Do 

Integrity of Data and Information Submitted to Offfce of Device Evaluation #fQl-2 (blue book memo) Do 

Panel Review of Premarket Approval Applications #P91-2 (blue book memo) Do 

Premarket Approval Application Compliance Program #%I-3 (blue book memo) Do I 

Shelf Life of Medical Devices Do I 
I 

TrntXfoptc OF GUIDANCE 
I CONTACT 

Format for Investigational Device Exemption Progress Reports Do 



t 
Tin~/To~tc OF GUIDANCE CONTACT 

Device Labeling Guidance #G91-1 (blue book memo) Do 

Consolidated Review of Submissions for Diagnostic Ultrasound Equipment, Accessories and Related Do 
Measurement Devices #G9@-2 (blue book memo) 

Consolidated Review of Submissions for Lasers and Accessories #G90-1 (blue book memo) Do 

Assignment of Review Documents #190-2 (blue book memo) 

Policy Development and Review Procedures #190-l (blue book memo) 

Do 

Do 

Substantial Equivalence Decision Making Documentation ATTACHED: ‘SE’ Decision Making Proc- 
ess (Detailed) (i.e., the decision making tree) 

Do 

Threshold Assessment of the Impact of Requirements for Submission of Premarket Approvai Appli- 
cations for 31 Medical Devices Marketed Prior to May 28, 1976 

Do 

Meetings With the Regulated industry #189-3 (blue book memo) Do 

Toxicology Risk Assessment Commfttee #G89-1 (blue book memo) Do 

Review of IDES for Feasibility Studies #D89-1 (blue book memo) Do 

Premarket Notification-Consistency of Reviews #K89-1 (blue book memo) 

Review of Laser Submissions #G88-1 (biue book memo) 

Guideline on Validation of the Limulus Amebocyte Lysate Test as an End-Product Endotoxin Test 

Do 

Do 

Do 

Limulus Amebocute Lysate; Reduction of Samples for Testing M. Sussan Runer, Center for Devices and Radiological 
Health (HFZ480), Food and Dfug Administration, 9200 
Corporate Blvd.. Rockville, MD 20850,301-827-5283 

Master Fifes Part fli; Guidance on Scientific and Technical lnfom’ration Do 

I Guidetine on General Principles of Process Validation I Do I 

Industry Representatives on Scientific Panel 

Guidance on the Center for Devices and Radiological Heabh’s Premarket Notification Review Pro- 
aram #K86-3 (blue book memo) 

Do 

Do 

1 Panel Report and Recommendations on PMA Approvals #P86-5 (blue book memo) I Do I 

Points to Consider in the Characterization of Gel Lines Used to Produce Biological Products Do 

Application of the Device Good Manufacturing Practice Regulation to the Manufacture 01 Sterile De- Do 
vices 

Methods for Conducting Recall Effectiveness Checks Do 

I Guidance for Submitting Reclassification Petition I Do I 

Guidance for Industry and FDA: User Fees and Refunds for Premarket Approval Applications Da 

Bundling Multiple Devices or Muftiple Indications in a Single Submission--Guidance for Industry and Do 
FDA Staff 

FDA and industry Actions on Premarket Approval Applications: Effect on FDA Review Clock and 
Performance Assessment 

Do 

Reprocessing and Reuse of Single-Use Devices: Review Prioritization Scheme; Draft 

Class II Special Controls Guidance Document: Apnea Monitors; Guidance for Industry and FDA 

Do 

Do 

Class ii Special Controls Guidance Document: Cutaneous Carbon Dioxide (PC& and Oxygen 
(PcO~) Monitors; Guidance for Industry and FDA 

Do ’ 

Class II Special Controls Guidance Document: Indwelling Blood Gas Analyzers; Final Guidance for 
Industry and FDA 

Do 

Heated Humidifier Review Guidance 

Class II Special Controls Guidance Document: Optical Impression Systems for Computer Assisted 
Design and Manufacturing of Dental Restoratiins; Guidance for Industry and FDA 

Do 

Anthony Watson, Center for Devices and Radiological 
Health (HFZ480), Food and Drug Administration, 9200 
Corporate Blvd., Rockvflle, MD 20860, 301-824-1287 

Class It Special Controfs Guidance Document: Intraoral Devices for Snoring an&or Obstmctive 
Sleep Apnea; Gutdance for tndustry and FDA 

Do 

Class 8 Special Controls Guidance Document: Dental Sonography and Jaw Tracking Devices; G&d- Do 
ancefor Industry and FDA Reviewers 
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Class tl Speciat Controls Guidance Document: Root-Form Endosseous Dental Implants and Abut- Class tl Speciat Controls Guidance Document: Root-Form Endosseous Dental Implants and Abut- Do Do 
ments; Draft Guidance for tndustry and FDA men& Draft Guidance for tndustry and FDA 

Overview of tnformation Necessary for Premarket Notification Submissions for Endosseous Implants; Overview of tnformation Necessary for Premarket Notification Submissions for Endosseous Implants; Do Do 
Final 

Guidance for the Preparation of Premarket Notifications for Dentai Composites 

Dental CementePremarket Notification; Final 

Dental impression Materials-Premarket Notification; Final 

Over-the-Counter Denture Cushions, Pads, Relines, Repair Kits, and Partially Fabricated Denture 
Kits; Final 

Do 

Do 

DO 

Do 

tnformation Necessary for Premarket Notification Submissions for Screw-Type Endosseous Implants Kevin MU&~ Center for Devices and Radiological Health 
(HR-480). Food and Drug Administration, 9200 Cor- 
porate Blvd., Rockville, MD 20850, 301-827-5283 

Guidance Document on Dental Handpieces Do 

Guidance for the Arrangement ,and Content of a Premarket Approval Application for an Endosseous Do 
Imprant for Prosthetic Attachment 

Premarket Notification Submissions for Chemical Indicators; Gutdance for Industry and FDA Staff 

Draft Guidance for tndustry and FDA Staff; Class II Special Controls Guidance Document: Dental 
Precious Metal Alloys 

Do 

Do 

Draft Guidance for tndustry and FDA Staff, Class II Special Controls Guidance Document: Dental 
Base Metal Alloys 

Do 

Supplementary Guidance on Premarket Notifications for Medical Devices With Sharps injury Preven- Do 
tion Features; Guidance for Industry and FDA 

Guidance on Premarket Notifmtions for Intravascular Administration Sets Do * 

Neonatal and Neonatal Transport Incubators-Premarket Nottficattons; Final Do 

Guidance on the Content of Premarket Notification Submissions for Protective Restraints Do 

Guidance on Premarket Notification Submissions for Short-Term and Long-Term Intravascular Cath- Do 
eters 

Guidance on the Content of Premarket Notification Submissions for Hypodermic Single Lumen Nee- Do 
dles 

Guidance on the Content of Premarket Notification Submissions for Piston Syringes Do 

Facilities: Draft Guidance for Industry and FDA Reviewers (HFZ450), Food and Drug Administration, 9200 Cor- 
porate Blvd., Rockvtlle, MD 20850, 301-443-8517 

Premadcet Approval Applications for Sharps Needle Destruction Devices; Final Guidance for Industry Do 
and FDA 

Guidance on the Content and Format of Premarket Notitication Submissions for Liquid Chemical 
Stedfants and High Levet Disinfectants; Final 

Do 

Premarket Notifcation Submissions for Testing for Skin Sensitization to Chemicals in Natural Rubber Do 
Products; Finaf 

Center for Devii and Radiological Health Regulatory Guidance for Washers and Washer- 
Disinfectam Intended for Use in Processing Reusable Medical Devices 

Do 

Testing for Sensitizing Chemicals in Natural Rubber Latex Medicat Devices (Addendum to 944) Da 



Recommended Clinical Study Design for Ventricular Tachycardia Abfation Neil R. Ogden, Center for Devices and Radiological 

Guidance for Annuloplasty Rings Premarket Notification Submissions; Final Guidance for lndostry 
and FDA Staff 

Barbara Zimmerman, Center for Devices and Radiological 

tion Submfsskms; Final 

Guidance for the Preparatim of the Annual Report to the Premarket Approval Application Approved Do 
Heart Valve Prostheses 

Coronary and Cerebrovascular Guidewire Guidance Do 

Guidance for the Submission of Research and Marketing Applications for Permanent Pacemaker Do 
Leads and for Pacemaker Lead Adaptor Premarket Notifmtfon Submissions 

Implantable Pacemaker Testing Guidance Do 

Guidance Document for Vascular Prostheses Premarket Notification Submissions Do 

Guidance for Cardiovascular intravascular Fitter Premarket Notification Submissions; Final DO 

Carotid Stem-Suggestions for Content of Submissions to the Food and Drug Administration in Sup Do 
port of trtvestigational Devices Exemption Applications 

Class It Special Controls Guidance Document: Vascular and Neurovascutar Embolizatfon Devices- Do 
Draft Guidance for Industry and FDA Staff 



Notifications 
idance for Spinal System Premarket 

Class II Special Controts Guidance Document: Human Dura Mater; Guidance for Industry and FDA 

Guidance for Resorbable Adhesion Barrier Devices for Use in Abdominal an&r PeVtc Surgery; 
Guidance for Industry 

Do 

Do 

Guidance Document for Dura Substftute Devices; Final Guidance for Industry 

Guidance for Neurological Embolization Devices 

Guidance for the Preparation of a Premarket Notification Application for Processed Human Dura 
Mater; Final 

Guidance for Denabrasion Devices; Final 

Guidance for the Preparation of a Prematicet Notification Applition fw a Surgical Mesh; Final 

Guidance for Content of Prematket Notifications for Esophageal and Tracheal Prostheses; Final 

Do 

Do 

Do 

Do 

Do 

Eric A, Mann, Center for Devices and Radidogical Health 
(HR-460). Food and Drug Administration. 9200 Cor- 
porate Blvd., Roekville, MD 20650, 301-694-2080 

Guidance for Testing Magnetic Resonance Interaction With Aneurysm Clips Do 
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Class II Special Controls Guidance Document: Resorbable Calcium Salt Bone Void Filler Device; 
Guidance for Industry and FDA 

Do 

Cyanoacrylate Tissue Adhesive for the Topical Approzimation of Ski-Premarket Approval Applica- 
tions--Guktance for Industry and FDA Staff 

Do 

Salrne, Silicone Gel, and Alternative Breast Implants-Draft Guidance for Industry r ~-~- ~-- Kesia Alexander, Center for Devices and Radiological 
Health (HFZ-460) Food and Drug Administration, 9200 
Corporate Blvd., Rockvitle, MD 20860,301594-2063 

Guidance Document for Powered Musde Stimulator Premarket Notifications; Final 

Guidance Document for the Preparation of Premarket Notification Applications for Therapeutic Mas- 

Guidance Document for the Preoaration of Premarket Notification Applications for Beds 

Guidance Document for the Preparation of Premarket Notification Applications for Communications 
Systems (Powered and Nonpowered) and Powered Environmental Contrd Systems 

Guidance Document for the Preparation of Premarket Notification Applications for Exercise Equip- 
ment 

Do 

Do 

I Guidance Document for the Preparation of Premarket Noriticatffn Applications for Heating and Cool- Do 
in0 Devices I 

Guidance Document for the Preparation of Premarket Notification Applications for Immersion Do 
Hydrobaths 

Guidance Document for the Preparation of Premarket Notification Applications for Powered Tabfas 
and Multifunctional Physical Therapy Tables 

Carolyn Y. Neuland, Center for Devices and Radiological 
Health (HR-470), Food and Drug Administration, 9200 
Corporate Blvd., Rockviffe, MD 20850,301-694-1220 

Guidance Document for the Preparation of Premarket Notification Applications for Submerged (Un- 
derwater) Exercise Equipment 

Do 

Guidance Document for the Preparation of Premarket Notification Applications for Mechanical and 
Pdwered Wheelchairs, and Motorized Three-Wheeled Vehicles 

Do 

r- Guidance for Studies for Pain Therapy Devices-General Consideration in the Design of Clinical Do 
Studies for Pain-Alleviatino Devices I 

I Guidance Document for Nonprescription Sunglasses; Final Ophthalmoscope Guidance I Do I 

Retinoscope Guidance; Final 

Sift Lamp Guidance; Final 

Do 

Do 

Third Party Review Guidance for Phacofragmentation System Device Premarket Notification 

Third Party Review Guidance for vitreous Aspiration and Cutting Device Premarket Notification 

Do 

Collin M. Pollard, Center for Devices and Radiological 
Health (HR-470), Food and Drug Administration, 9200 
Corporate Blvd., F%ckvitte, MD 20850, 301-5944180 

Checklist of Information Usualy Submitted in an lnvesttgattonal Device Exemptions Appfffation for 
Refractive Surgery Lasers (Excimer) 

Do 

lmpfantable Middle Ear Hearing Device; Guidance for Industry and FDA Do 

I Guidance for Manufacturers Seeking Marketing Clearance of Ear, Nose, and Throat Endoscope Da 
Sheaths Used as Protective Barriers: Final I 

I Tympanostomy Tubes, Submission Guidance for a Premarket Notification; Final I Do I 

I Guidance For The Arrangement and Content of a Premarket Approval Apptication For A Cochleae 
lmolant in Chitdren Aoes 2 to 17 Years 

Guideline for the Arragement and Content of a Premarket Approval Application for a Cochlear tm- 
plant in Adults at Least I8 Years of Age 

Guideline for the Arrangement and Content of a Premarket Approval Application for a Cochlear Im- 
plant in Adults at Least 18 Years of Age 

Guidance on Submissions for Keratoprostheses; Final 

Aqueous Shunts-Premarket Notification Submissions; Final 

FDA Guidelines for Multifocal Intraocular Lens Investigational Device Exemptions Studies and Pre- 
market Approval Applicatbns 

Important Information About Rophae Intraocular Lenses 

Do I 

DO 

Do 

Do 1 



Guidance for the Content of Premarket Notifications for Water Purification Components and Systems Do 
for Hemodialysis 

Class II Special Controls Guidance Document: Breast Lesion Documentation System-Guidance for Do 
Industry and FDA Staff 

Class fl Special Controls Guidance for Home Uterine Activity Monitors; Final Guidance for Industry 
and FDA Reviewers 

Do 

Class Ii Special Controls Guidance Document for Clitoral Engorgement Devices DQ 

Latex Condoms for Men-Information for Premarket Notifications: Use of Consensus Standards for Do 
. 

Abbreviated Submissions 

Uniform Contraceptive Labeling; Final Do 

Letter to Manufacturers of Prescription Home Monitors for Non-Stress Tests Do 

Letter to Manufacturers of Falloposcopes Do 

Thermal Endometrfal Ablation Devices (Submission Guidance for an Investigational Device Exemp- Do 
tion) 

Hysteroscopes and Gynecology Laparoscopes-Submission Guidance for a Premarket Notifirtion Do 

Premarket Applicalions for Digital Mammography Systems; Final Guidance for Industry and FDA Do 

Guidance for the Submission of Premarkel Notifications for Photon-Em&g Brachytherapy Sources Do 

Guidance for the Submission of Premarket Notifications for Medical image Management Devices Do 

Guidance for the Submission of Premarket Not&&on for Solid State X-Ray Imaging Devices; Fmaf Do 

Guidance for the Submission of Premarket Notifications for Emission Computed Tomography De- Do 
vices and Accessories and Nuclear Tomography Systems; Final 

Guidance for the Submission of Premarket Notifications for Radionudkfe Dose Cafibrators: Final Do 

Harmonic tmaging With/Without Contrast-Premarket Notfcation; Final Do 

Guidance for the Submission of Premarket Notifications for Magnetic Resonance Diagnostic De- Do 
vices; Final 

information for Manufacturers Seeking Marketing Clearance of Diagnostic Ultrasound Systems and 
Transducers 

Do 

Letter: Notice to Manufacturers of Bone Mineral Densitometers Do 

Simplified Premarket Notification Procedures for Certain Radiofogy Devices: December 21, 1993, 
Letter From L Yin, Cfffca of Device Evaluation, Division of Reproduction, Abdominal, and Radff- 

Avfs T. Danishefsky, Center for Devices and Radiological 
Heafth (f-fFZ-%$g), Food and Drug Administration. 9200 

logical Devices, to National Electrical Manufacturers Association Corporate Blvd., Rockvflfe, MD 20850, 301-596-1243 

Reviewer Guidance for Automatic X-Ray Film Processor Premarket Notification Do 
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Guidance for Premarket Submissions of Orthokeratology Rigid Gas Permeable Contact Lenses; 
Final 

CONTACT 

Do 

Revised Procedures for Adding Lens Finishing Laboratories to Approved Premarket Approval Appli- Do 
cations for Class Ill Rigid Gas Permeable Contact Lenses for Extended Wear; Final 

Premarket Notification Guidance for Contact Lens Care Products Do 

Premarket Notification Guidance Document for Class II Daily Wear Contact Lenses Do 

New FDA Recommendations and Results of Contact Lens Study (7-Day Letter) Do 

Class II Special Controls Guidance Document; Ingestible Telemetric Gastrointestinal Capsule lmag- Do 
ing System; Final Guidance for Industry and FDA 

Class II Special Controls Guidance Document: Tissue Culture Media for Human Ex Vivo Tissue and Janine M. Morris, Center for Devices and Radiological 
Cell Culture Processing Applications; Final Guidance for Industry and FDA Reviewers Health (fiFZ-470), Food and Drug Administration, 9200 

Corporate Blvd., Rockville. MD 20850, 301594-2194 

Guidance for Investigational Device Exemptions for Solutions for Hypothermic Flushing, Transport, Do 
and Storage of Organs for Transplantation; Final Guidance for Industry and FDA Reviewers 

Guidance for Industry and the Center for Devices and Radiological Health Reviewers on the Content Do 
of Premarket Notifications for Hemodialysis Delivery Systems; Final 

Guidance for the Content of Premarket Notification for Conventional and High Permeability Do 
Hemodialyzers; Final 

Guidance for the Content of Premarket Notifications for Metal Expandable Biliary Stents; Final Do 
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I Guidance for the Content of Premarket Notifications for Extracorporeal Shock Wave Lahotripters In- Do 
dicated for the Fragmentation of Kidney and Ureteral Calculi I I 

r -.--- ~~ Guidance for the Content of Premarket Notifications for Penile Rigidity Implants; Final 

Guidance for the Content of Premarket Notifications for lntracorporeal Lithotripters; Final Do 

Center for Devices and Radiological Health Interim Regulatory Policy for External Penile RiQidity De- Do 
vices 

Checklist for Mechanical Lithotripters and Stone Dislodgers Used in Gastroenterology and Urology Do 

I Premarket Notification Checklist for Sterile Lubricating Jelly Used With Transurethral Surgical Instru- Do 
ments I 

Guidance for the Content of Premarket Notifications ior Conventional and Antimicrobial Foley Cath- Do 
eters 

Guidance for the Content of Premarket Notifications for UrodvnamicAJroflowmeW Svstems Do 

I Guidance for the Content of Premarket Notifications for Urine Drainage Bass I Do I 

Guidance for the Content of Premarket Notifications for Biopsy Devices Used in Gastroenterokgy 
and Urology 

Do 

Guidance for the Content of Premarket Notifications for Ureteral Stents 

Perspectives on Clinical Studies for Medical Device Submissions (Statistical) 

Premarket ADDrOVat ADDkStiOn Review Statistical Checklist 

DO 

Do 

t Do 

1 Statistical Guidance for Clinical Trials of NOndiaQnOStiC Medical Devices I Do I 
I Medical Device Reporting Guidance Document: Remedial Action Exemption; Final I Do I 

I Guidance on Adverse Event Reporting for Hospitals That Reprocess Devices Intended by the OriQC Do 
nal Equipment Manufacturer for Single Use I I 

Medical Device Reporting Guidance Document No. 1 -Intraocular Lenses-E1996004; Final 

Common Problems: Baseline Reports and Medwatch Form 3500A 

Medical Device Reporting: An Overview; Final 

Instructions for Completing FDA Form 3500A With Coding Manual for Form 350QA (MEDWATCH) 
(Medical Device Reporting); Final 

Do 

Do 

DO 

Do 

MEDWATCH FDA Form 35OOA For Use By User Facilities, Distributors and Manufacturers for Man- Do 
datory Report@ (Medical Device Reporting); Final 

I Variance from Manufacturer Report Number Format (Medical Device Reporting Letter); Finaf I Do I 

I Instructions for Completing Form 3417: Medical Device Reporting Baseline Report (Medical Device Do 
Reporting); Final 1 I 

Medical Device Reporting-Alternative Summary Reporting Program; Guidance for Industry 

Addendum to the Instructions for Completing FDA Fom, 3500A With Coding Manual (MEDWATCH) 
(Medical Device Reporting); Final 

DD 

Do 

Needlestl&s-Medical Device Reoortino Guidance 00 

1 Guidance on Criteria and Approaches for Postmarket Surveillance I Do 

Guidance on Procedures to Determine Application of Postmarket Surveillance Strategies (Food and 
Drvg Administration Modernization Act); Final 

Guidance on Procedures for Review of Postmarket Surveillance Submissions (Food and DNQ Ad- 
ministration Modernization Act); Final 

Guidance for Industry and FDA Staff-Safe Medical Devices Act to Food and DNQ Administratfon 
Modernization Act: Guidance on FDA’s Transition Plan for Existing Postmarket Surveillance Proto- 
cols (Food and Drug Administration Modernization Act); Final 

I Do 

I Do 

I Do 

Guidance for Industry on the Testing of Metaflic Plasma Sprayed Coatings on Orthopedic fmplants 
to Support Reconsideration of Postmarket 

Office of In Vitro Diagnostic Device Evaluation and Safety (OIVQ) 

Analyte Specific Reagents; Small Entity Compliance Guidance; Guidance for Industry 

Assessing the Safety/Effectiveness of Home-Use In Vitro Diagnostic Devices: Draft Points to Con- 
sider Regarding Labeling and Premarket Submissions 

I Do 

1 DO 

DO 
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Data for Commercialization of Original Equipment Manufacturer, Secondary and Generic Reagents 
for Automated Analyzers 

Do 

Determination of Intended Use for Premarket Notification Devices; Guidance for the Center for De- 
vices and Radiological Health Staff 

Do 

Guidance for Administrative Procedures for Clinical Laboratory Improvement Amendments of 1988 
Categorization 

Do 

Guidance for Clinical Laboratory Improvement Amendments of 1988 Criteria for Waiver; Draff Guid- Do 
ahce for fndustrv and FDA 

I Guidance for fndustry-Abbreviated Premarket Notification Submissions for In Vitro Diagnostic Cali- Do 
brators; Final I I 

Letter to In-Vitro Device Manufacturers on Streamlined Premarket Approval Applications; Final Do 

Points to Consider for Collection of Data in Support of In-Vitro Device Submissions for Premarket 
Notification Clearance 

Do 

I Points to Consider for Review of Calibration and Quality Control Labeling for In Vitro Diagnostic De- Do 
vices/Cover Letter Dated March 14, 1996 I I 

Points to Consider Guidance Document on Assayed and Unassayed C&al&y Control Material; Drag Do 

Premarket Approval Application Filing Review-Guidance for Industry and FDA Staff DO 

1 Breath Nitric Oxide Test System-Class II Special Controfs Guidance Document I Do I 

I Class If Special Control Guidance Document for B-Type Natrfuretfc Peptide Premarket Notifications; Do 
Final Guidance for Industry and FDA Reviewers I I 

Class If Special Controls Guidance Document: Cycfosporine and Tacrofimus Assays; Guidance for 
Industry and FDA 

Do 

Draft Guidance for Prescription Use of Drugs of Abuse Assays Premarket Notifications Do 

Draff Guidance on the Labeling for Over-the-Counter Sample Collection Systems for Drugs of Abuse Do 
Testing 

I Guidance for Premarket Notifications on Cholesterol Tests for Clinical Laboratory, Physicians’ Offffe Do 
Laboratory, and Home Use I I 

I Guidance for Industry In Vitro Diagnostic Bicarbonate/Carbon Dioxide Test System; Final I Do I 

I Guidance for Industry In Vitro Diagnostic Chloride Test System; Final I Do ~~- I 

Guidance for Industry In Vitro Diagnostic Creatfnine Test System; Final 

Guidance for tndustry In Vitro Diagnostic Glucose Test System; Ftnaf 

Guidance for Industry In Vitro Diagnostic Potassium Test System; Final 

Guidance for Industry fn Vitro Diagnostic Sodium Test System; Final 

Guidance for Industry In Vitro Diagnostic Urea Nitrogen Test System; Final 

Guidance for Industry-in Vitro Diagnostic C-Reactive Protein fmmunofogic;il Test System 

/ Do -7 

-PI 
Do I 
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Class 11 Special Controls Guidance Document: Premarket Notifications for Automated Differential 
Cell Counters for Immature or Abnormal Blood Cells; Final Guidance for tndustry and FDA 

Do 

Document for Special Controls for Erythropoietin Assay Premarket Notifications; Final Do 

I Draft Guidance Document for Premarket Notification Submission of Fecal Occult Btood Tests I Do I 

Draft Guidance Document for Premarket Notification Submission of Glycohemoglobin (Glycated or Do 
. Glycosytated) Hemoglobin for In Vitro Diagnostic Devices 

Draft Guidance Document for Premarket Notification Submission of Immunogiobulins A,G,M,D and E Do 
fmmunoglobulin System In-Vitro Devices 

Draft Guidance for Premarket Notification Submission of Lymphocyte lmmunophenotyping In Vitro 
Dfanostic Devices Usina Monocional Antibodies 

Draft Guidance for Premarketing Approval Review Criteria for Premarket Approval of Estrogen or 
Progesterone Receptors In Vitro Diagnostic Devices Using Steroid Hormone Binding With 
Oextran-Coated Charcoal Separation, Hislochemical Receptor Bind 

Guidance Document for the Submission of Tumor Associated Antigen Premarket Notification to FDA 

Do 

Do 

I Guidance for Submission of lmmunohistcchemistry Applications to FDA; Final fb I 

In Vitro Diagnostic Fibrin Monomer Paracoagutatiin Test; Final Da 

Multiplex Tests for Heritable Deoxyribonucleic Acid Marhers, Mutations and Expression Patterns; Do 
Draft Guidance for industrv and FDA Reviewers 

I Points to Consider for Cervical Cytology Devices I Do I 

Points to Consider for Hematology Qualii Control Materials 

Radioallergosorbent Test Methods for Allergen-Specific lmmonoglobufin E (IgE) Premarket Notifica- 
tions: Final Guidance for lndustrv and FDA 

Do 1 

I Review Criteria for Assessment of Alpha-Fetoprotein In Vitro Diagnostic Devices for Fetat Open 
I 

Do 
Neural Tube Defects Using immunological Test Methodologies 

Review Criteria for Assessment of Cyiogenetic Analysis Using Automated and Semiautomated Chro- 
mosome Analyzers 

Do 

Review Criteria for Assessment of Rheumatoid Factor in Vitro Diagnostic Devices Using Engzyme- Casper i. Uldriks. Center for Devices and Radiological 
Linked Immunoassay, Enzyme Linked lmmunosoibent Assay, Particle Agglutination Tests, and Health (HFZ-300), Food and Drug Administratkq 9200 
Laser and Rate Nephelometry Corporate Blvd., Rockville, MD 20850, 301-594-4692 

Review Criteria for Blood Culture Systems 

Review Criteria for In Vitro Diagnostic Devices for Deiection of lmmunoglobulin Class M Antibodies 
to viral Agents 

DO 

Do 

Review Criteria for In Vitro Diagnostic Devices for the Assessment of Thyroid Autoantibodies Using Do 
Indirect lmmunofluorescence Assay, Indirect Hemagglutination Assay, Radiiimmunoasay, and En- 
zyme Linked Immunosorbent Assay 

Review Criteria for in Vitro Diagnostic Dwices that Utiliie Cytogenetic In Situ Hybridization Tech- 
nology for the Detection of Human Genetic Mutations (Germ tine and Somatic) 

Review Criteria for the Assessment of Anti-Nuclear Antibodies In-Viio Diagnostic Devices Using 
Class It Special Controls Guidance Document: Antimicrobial Susceptibility Test Systems; Guid- 
ance for industry and FDA 

Draft Review Criteria for Nucleic Acid Amp&ficatfon,Based In Vitro Diagnostic Devices for Direct De- 
tection of tnfectious Microorganisms 

I Premarket Approval Applications for In Vitro Diagnostic Devices Pertaining to Hepatitis C Viruses 

DO 

Do 

Do 

Do 

Assays Intended for Diagnosis, Prognosis, or Monitoring of Hepatitis C Virus Infection, Hepatitis C, 
or Other Hepatitis C-Associated Disease; Draft Guidance for Industry FDA 

Review Criteria for Assessment of Antimicrobial Susceptibility Test Dii 

Do 

Da I 
Review Criteria for Assessment of tn Vitro Diagnostic Devices for Direct Detection of Chlamydiae in 

Clinical Specimens 

Review Criteria for Assessment of In Vitro Diagnostic Devices for Direct Detection of Mycobacterium 
SDD. (T’ubercuiosis) 

Do 

Review Criteria for Assessment of Laboratory Tests for the Detection of Antibodffs to Hehbacfer 
@IOff 

Do 

I Review Criteria for Devices Assisting in the Diagnosis of CkstrkWm QiffS/e Associated Diseases I Do I 
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Review Criteria for Devices Intended for the Detection of Hepatitis B ‘e’ Antigen and Antibody to 
Hepatitis B ‘e’ 

CONTACT 

Do 

Review Criteria For Premarket Approval of In Vitro Diagnostic Devices for Detection of Antibodies to Do 
Parvovirus B19 

i 

Statistical Guidance for Clinical Trials of Nondiagnostic Medical Devices Do 

Statistical Guidance on Reporting Results From Studies Evaluating Diagnostic Tests; Draft Do 

Medical Device Reporting Guidance Document: Remedial Action Exemption; Final Do 

Guidance on Adverse Event Reporting for Hospitals That Reprocess Devices Intended by the Origi- Do 
nal Equipment Manufacturer for Single Use 

Medical Device Reporting Guidance Document No. I-Intraocular Lenses-E1996004; Final DO 

Common Problems: Baseline Reports and Medwatch Form 3500A 00 

Medical Device Reporting: An Overvfew; Final Do 

Instructions for Completing FDA Form 3500A With Coding Manual for Form 3500A (MEDWATCH) Do 
(Medical Device Reporting); Final 

MEDWATCH FDA Fom, 35OOA For Use By User Facilities, Distributors and Manufacturers for Man- Do 
datory Reporting; Finat 

Variance From Manufacturer Report Number Format (Medical Device Reporting Letter); Final 

Instructions for Completing Form 3417: Medical Device Reporting Basetine Report (Medical Device 
Reporting); Final 

Do 

DO 

Medical Device Reporting-Alternative Summary Reporting Program; Guidance for Industry DO 

Addendum to the Instructions for Completing FDA Form 35OOA With Coding Manual (MEDWATCH) Do 
(Medical Device Reporting); Final 

Needtesticks-Medical Device Reporting Guidance Do 

Guidance to Sponsors on the Development of a Discretionary Postmarket Surveillance Study for Do 
Permanent fmplantable Cardiac Pacemaker Electrodes (Leads} 

Guidance on Criteria and Approaches for Postmarket Surveillance DO 

Guidance on Procedures to Determine Application of Postmarket Surveillance Strategies (Food and Do 
Drug Administration Modernization Act); Final 

Guidance on Procedures for Review of Postmarket Surveillance Submissions (Food and Drug Ad- 
ministration Modernization Act); Final 

Do 

Guidance for Industry and FDA Staff- Safe Medical Devices Act of 1990 to Food and Drug Admin- Do 
istration Modernization Act: Guidance on FDA’s Transition Plan for Existing Postmarket Surveil- 
lance Protocols (Food and Drug Administration Modernization Act); Final 

Amendment to Guidance on Discretionary Postmarket Surveillance on Pacemaker Leads; Final Do 

Guidance for Industry on the Testing of Metallic Plasma Sprayed Coatings on Orthopedic fmptants Do 
to Support Reconsideration of Postmarket 

Office of Compliance 

Perspectives on Clinfcat Studies for Medicai Device Submissions (Statistical) 00 

Commercial Distnfution/Exhibit Letter Do 

FDA Guide for Validation of Biofogfcal Indicator Incubation Time Do 

Guide for Establishing and Maintaining a Calibration Constancy intercomparison System for Miio- Do 
wave Oven Compliance Survey Instruments (FDA 38-8264) 

General Principles of Software Validation; Draft Guidance Do 

Office of Surveillance and Biometrics 

Perspectives on Clinical Studies for Medical Device Submissions (Statistical) Do 

Premarket Approval Application Review Statistical Checklist Do 

Statistrcal Aspects of Submissions to FDA: A Medical Device Perspective (Also Includes as Appen- Do 
dix the Article “Observed Uses and Abuses of Statistical Procedures in Medical Device Submis- 
sions”) 
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Guidance on Medical Device Tracking (Food and Drug Administration Modernizatfon Act); Guidance Do 
for Industry and FDA Staff 

Compliance Program Guidance Manual: Inspectfon of Medical Devices; Draft 

Procedures for laboratory Compliance Testing of Television Revivers--Part of Television Packet 

Guidance on Quality System Regulation Information for Various Premarket Submissions; Draft 

Surveillance and Detention without Physical Examination of Surgeons’ and/or Patient Examination 
Gloves; Guidance for industry 

50 

Do 

Do 

Do 

ManufacturerslAssemblers of Diagnostic X-Ray Systems: Enforcement Policy for Positive-Beam Lim- Do 
itation Requirements in 21 CFR 1020.31 g) 

Guidance for the Submission of Initial Reports on Diagnostic X-Ray Systems and Their Major Corn- Do 
ponents 

Exemption From Reporting and Recordkeeping Requirements for Certain Sunlamp Product Manu- 
facturers 

Do 

Letter to Medical Device Industry on Endoscopy and Laparoscopy Accrssoriis (Gafdi) DO 

Clarification of Radiation Control Regulations for Diagnostic X-Ray Equipment (FDA 89-8221) Do 

Compliance Policy Guide 7133.19: Retention of Microwave Oven Test Record/Cover Letter: August Do 
24,1981, Retention of Records Required by 21 CFR Part 1002 

&dance for the Submission of Abbreviated Radiation Safety Reports on Cephalometric X-Ray De- Do 
vices: Defined as Dental Units With an Attachment for Mandible Work That Holds a Cassette and 
Beam Limiting Device 

A Guide for the Submission of an Abbreviated Radiation Safety Report on X-Ray Tables, Cradles, 
Film Changers or Cassette Holders Intended for Diagnostic Use 

A Guide for the Submission of Abbreviated Radiation Safety Reports on Image Receptor Support 
Devices for Mammography X-Ray Systems 

50 

Do 

Compliance Program Guidance Manual: Field Compliance Testing of Diagnostic (Me&al) X-Ray 
Equipment; Guidance for FDA Staff 

Do 

Information Disclosure by Manufacturers to Assemblers for Diagnostic X-Ray Systems; Finaf Guid- 
an&a for tndustry and FDA 

Do 

Guide for Submission of Information on Accelerators Intended to Emit X-Radiation Required Under Do 
21 CFR 1002.10 

Abbreviated Report on Radiation Safety for Microwave Products (Other Than Microwave Ovens) Do 
(e.g., Microwave Heating, Microwave Diathermy, Rheumatoid Factor Seaters, Induction, Dielectric 
Heaters, Security Systems) 

Guide for Preparing Reports on Radiation Safety of Microwave Ovens Do 

Guide for Filing Annual Reports for X-Ray Components and Systems 50 

Reporting and Compliance Guide for Television Products Including Product Report, Supplemental Do 
Report, Radiation Safety Abbreviated Report, Annual Report, Information and Guidance 

Revised Guide for Preparing Annual Reports on Radiation Safety Testing of Laser and Laser Liiht Do 
Show Products (Replaces FDA 82-8127) 

Guide for Preparing Abbreviated Reports of Microwave and Rheumatoid Factor-Emitting Electronic 
Products Intended for Medical Use 

Letter to ManufacturersiRepackers Using Cotton Do 

Guide for Preparing Product Reports for Lasers and Products Containing Lasers Do 



I TITLE/TOPIC OF GUIDANCE I CONTACT I 

I Compliance Guide for Laser Products (FDA 86-6260) I Do -1 

Condoms: Inspection and Sampling at Domestic Manufacturers and of All Repackers; Sampling 
From All Importers (Damaska Memo to Field on April 8, 1987) 

Do 

Dental Hand Piece Sterilization (Dear Doctor Letter) Do 

Latex Labeling Letter (Johnson) I Do I 

Pesticide Regulation Notice 944:lnterim Measures for the Registration of Antimicrobial Products/ 
Liquid Chemical Germicides With Mediil Device Use Claims Under the Memorandum of Under- 
standing Between the Environmental Protection Agency and the Food and Drug Administration 

Do 

Guide for Preparing Product Reports for Lasers and Products Containing Lasers 

Letter to Industry, Powered Wheelchair Manufacturers From RM Johnson DO 

I Hazards of Volume Ventilators and Heated Humidifiers I Do I 

Manufacturers and Initial Distributors of Sharps Containers and Destroyers Used by Health Care 
Professionals 

DO 

Ethylene Oxide; Ethylene Chiorohydrin; and EthyleneGlycol: Proposed Maximum Residue Limits and Do 
Maximum Levels of Exposure 

I Letter to: Manufacturers and Users of Larsen for Refractive Surgery (Excimer) I Do I 

Shielded Trocars and Needles Used for Abdominal Access During Laparoscopy Surveillance and Do 
Detention Without Physical Examination of Condoms; Guidance for Industry; Draft 

Alt U.S. Condom Manufacturers, Importers and Repackacters DO 

I Manufacturers and Initial Distributors of Hemodialyzers I Do I 
1 Laser Light Show Safety-Who’s Responsible? (FDA 86-6262) I Do I 

Suggested State Regulations br Control of Radiation-Volume II Nonionizing Radiation-lasers 
(FDA Publication No. 83-6220) 

Do 

Letter to All Foreign Manufacturers and Importers of Electronic Products for Which Applicable FDA 
Performance Stkndards Exist 

Do 

Guide for Submission of Information on Industrial X-Ray Equipment Required Under 21 CFR 
1002.10 

DO 

I Guidance for the Submission of Cabinet X-Ray System Reports Under 21 CFR 1020.40 I Do I 
I Guide for Preparing Annual Reports on Radiation Safety Testing of Electronic Products (General) I Do I 

Computerized Devices/Processes Guidance-Application of the Me&al Device Good Manufacturing Do 
Practice to Computerized Devices and Manufacturing Processes 

Guide for Preparing Product Reports for Ultrasonic Therapy Products (Physical Therapy Only) Do 

Guide for Submission of Information on Industrial Radiofrequency Dielectric Heater and Sealer Do 
Equipment Unter 2t CFR 1002.10 and 1002.12 (FDA 8t-6t37) 

Guide for Preparing Annual Reports for Ultrasonic Therapy Products 00 
Guide for Preparing Annual Reports on Radiation Safety Testing of Sunlamps and Sunlamp Prod= Do 

ucts (Replaces FDA 82-8127) 

Guide for Preparing Annual Reports on Radiation Safety Testing of Mercury Vapor (Replaces FDA Do 
82-6127) Duality Control Guide for Sunfamp Products (FDA 88-6234) 

Guide for the Submission of initial Reports on Computed Tomography X-Ray Systems Do 

Guide for Preparing Product Reports on Sunlamps and Sunlamp Products (21 CFR Part 1002) DC 

Letter: Policy on Maximum Timer Interval and Exposure Schedule for Sunlamp Products DO 

Reporting Guide for Product Reports on Hii Intensity Mercury Vapor Discharge Lamps (21 CFR Do 
Part 1002) 

Quality Control Practices for Compliance With the Federal Mercury Vapor Lamp Performance Stand- Do 
ard 

Keeping Up With the Microwave Revolution (FDA Publication No. 914160) 

Quatii Assurance Guidelines for Hemodialysis Devices 

Letter to Manufacturers and lmportars of Microwave Ovens-Open Door Operation of Microwave 
Ovens as a Result of Oven M&wiring 

DO 

Do 

Do 
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I TITLE/TOPIC OF GUIDANCE I CONTAcT I 

I Reporting of New Model Numbers to Existing Model Families I Do I 

Import: Radiation-Producing Electronic Products (FDA 89-8008) Do 

Unsafe Patient Lead Wires and Cabtes DO 

I Application of a Variance from 21 CFR 1040.1 l(c) for a Laser Light Show, Display, or Device (Form Do 
FDA 3147) 

Letter to Trade Association: Reuse of Single-Use or Disposable Medical Devices 

Design Control Guidance for Medical Device Manufacturera 

Keeping Medical Devices Safe From Electromagnetic Interference 

Do 

00 

Da 

Safety of Electrically Powered Products: Letter to Medical Devices and Electronic Products Manufac- Do 
turers From Lilliam Gill and Bruce H. Burlington Correciion Memo 

Enforcement Priorities for Single-Use Deices Reprocessed by Third Parties and Hospitals: Guidance Do 
for lndustrv and for FDA Staff 

I Labeling for Electronic Anti-Theft Systems; Guidance for Industry; Final 1 Do I 

Wireless Medical Telemetry Risks and Recommendations, Guidance for Industry; Final 

Policy on Warning Labet Required on Sunlamp Products 

Policy on Lamp Compatibility (Sunlamps) 

Office of Science and Technology 

Persoectives on Clinical Studies for Medical Device Submissions (Statistical) 

f Do 

00 

OQ 

DO 

I Guidance on Frequentty Asked Questions on Recognition of Consensus Standards (Food and Drug Do 
Administration Modernization Act) I I 

Guidance on the Recognition and Use of Consensus Standards/Appendix A (Food and Drug Admin- Do 
istration Modernization Act) 

Center for Devices and Radiological Health Standard Operating Procedures for the Identification and Do 
Evaluation of Candidate Consensus Standard for Recognition 

Guidance for lndustrv and FDA Reviewers: Guidance on Immunotoxicitv~Testina Do 

I IV. CENTER FOR DRUG EVALUATDN AND RESEARCH (CDER) I 

CATEGORY-AOVERTISING 

Promotion of Combination Oral Contraceptive Products Nancy E. Den, Center for Drug Evaluation and Research 
(HFD-5) Food and Drug Administration, 5515 Security 
Lane, Rockville. MD 2985% 301-594-5400 

CATEGORY-CHEMISTRY 

Documentation for Antibiotics and Other Cellular Metabolites Produced by Microorganisms Modified Do 
Using Recombinant DNA Technology 

CATEGORY-CLINICAUMEDICAL 

Acne Vulgaris 

Ankyloaing Spondylitis 

1 Antifungal I 

Chemoprevention of Sporadic Colon&al Adenomas 

Clinical Evaluation of Analgesic Drug Products 

Clinical Evaluation of Drugs for Neuropathic Pain 

Do 

00 

Do 

I . Cl&al Evaluation of Drugs for Neuropathy 

Ctinical Evaluation of Dpiite Analgesic Drug Products 

Clinical Trial Design for the Treatment of Altergfc Conjunctivitis 

Clinical Trial Design for the Treatment of Bacterial Blepharittt 

Clinical Tdat Design for the Treatment of Bacterial Conjunctivitis 

Clinical Trial Design for the Treatment of Choroidal Neovascularizatfon 

I DO I 

DO 

Do 

Do 

Do 
i 
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I TIT&TOPIC OF GUIDANCE I CONTACT I 

I .’ Cknrcai Trial Design for the Treatment of Diabetic Macular Edema I Do I 

I ” Cbntcat Trial Design for the Treatment of Diabetic Retinopalhy I Do I 
Clinrcal Trial Design for the Treatment of Dry Eye t Do 

Clinical Tnat Design for the Treatment of Elevated Intraocular Pressure 

Clinical Trail Design for the Treatment of Iritis 

Do 

Do 

I Clinical Trail Design for the Treatment of Macular Edema (Secondary to Inflammation) I Do 

Clinical TraiI Design for the Treatment of Macular Edema (Secondary to a Vascular Event) 

Clinical Trail Design for the Treatment of Post-Cataract Inflammation 

Do 

Do 

Clinical Trail Design for the Treatment of Posterior Uveitis I Do I 

Clinical Trial Design for the Treatment of Superficial Punctate Keratitis 

Chemistry, Manufacturing, and Control, Preclinical, and Clinical Development of Decorporation 
Aoents for the Treatment of Intermit Radioactive Contaminalion 

Do 

Do 

I Corticosteroid Induced Adrenal Suppression I DO I 

Development of Drugs for Chronic Obstructive Pulmonary Disease 

Developing Antiviral Drugs for the Treatment of Smallpox 

Drug-Coated Cardiovascular Stents 

Evaluation of New Treatments for Diabetes Mellitus 

Do 

DO 

Do 

Do 

I Gingivitfs I 
Intraocular Pressure Lowering 

Oral Mucositis 

Patient Reported Outcomes 

Do 

Do 

Do 

I Periodontitis I Do I 
I Psoriasis I 
I Safety Review of Clinical Data 

System Lupus Erythematosus 

Premarketing Risk Assessment 

Development and Use of Risk Minimizatibn Action Pfans 

Good Pharmacovigitance Practices and Pharmacoepidemiofogic Assessment 

Coronary Drug-Efuting Stems 

Pharmacogenomic Combination Products 

42. Centralized fnstitutfonal Review Boards in Multi-Center Trials 

CATEGORY-CLINICAUPHARMACOLOGY 

I 
Do 

Do 

Do 

Do 

Do 

Do 

Do 

Clinic&l Lactation Studies-Study Design, Oata Analysts, and Recommendations for Labeling DO 

Immediate Release to Modified Release Dosage Forms DO 

In Vitro Drug Metabolism/Drug Interaction-Guidance for Reviewers Do 

Pharmacokfnetfcs in Pregnancy-Study Design, Data Analysis, and Impact on Dosing and Labeling Do 

CATEGORY-COMPLIANCE 

Describing How Positron Emi.s&on Tomography Drug Products May Comply with New Current Good Do 
Manufacturing Practice Requirements 

Expiration Dating of Unit-Dose Repackaged Drugs Do 

Maintaining Adequate and Accurate Records During Clinical investigations Do 

Current Good Manufacturing Practice For Investigational New Drug and Biological Products-Phase Do 
I Testing 
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I TITL~~OPIC OF GUIDANCE I CONTACT --1 
CATEGORY-ELECTRONIC SUBMISSIONS 

Standards for Ctinical Data Submissions 

CATEGORY--GENERICS 

DO 

Abbreviated New Drua Aoolications Suitability Petitions DO 

I : Broequrvalence Studies with Clinical Endpoints for Vaginal Antifungal Drug Products I Do I 

I Defining the Term “Listed Drug” With Respect to Amendments and Supplements to Abbreviated 
I 

Do 
New Drug Applications and Section 505@)(Z) Applications I 

Abbreviated New Drug Applications: Pharmaceutical Solid Polymorphism DO 

CATEGORY-GOOD REVIEW PRACTICES 

General Clinical Review Template Do 

CATEGORY-INVESTIGATIONAL NEW DRUG APPLICATION 

Consumer Product Safety Commission-Tamper Resistant Packaging for Investigational New Drugs Do 

End of Phase 2 Meetings Do 

Pediatric Safety and Efficacy Data in Investigational New Drugs DO 

Expbratory fnvesiigationat New Drugs: Preclinical and Clinicat Considerations Do 

CATEGORY--LABELING 

Content and Format of the Clinical Pharmacology Section Do 

Content and Format of the Dosage and Administration Section of the Prescription Drug Labeling Do 

I 
Content and Format of the Warnings and Precautions, Contraindications, and Boxed Warning Set- 

I 
Do 

tions of Prescriotion Drua Labetfna I 

I Drua Names and Dosaae Forms ID0 I 

I lmolementina the New Content and Format Requirements for Prescription Drug Labeling 1 Do I 

1 Labeling Dietary Supplements for Women Who Are or Could Be Pregnant I Do I 

I Pregnancy Labeling Revisions I Do I 
Submitting Proprietary Names for Evaluation 

CATEGORY-OVER-THE-COUNTER 

Actual Use Trials 

Do 

1 Do 

1 Labeling Comprehension Studies for Over-the-Counter Drug Products I Do I 

I Labeling for Over-the-Counter Human Drug Products I Do 1 

1 Labeling of Over-the-Counter Skin Protectant Products I Do I 

Labeling Over-the-Counter Human Drug Products; Questions and Answers 

CATEGORY-PHARMACOLOGY/TOXICOLOGY 

Drug-Induced Vascular injury 

CATEGORY-PROCEDURAL 

Assessment of Abuse Potential of Drugs 

Development of a Drug and Pharmacogenetic Test 

Dispute Resolution Involving Pediatric Labeling 

DO 

Do 

Do 

Do 

Do 

I Exocrine Pancreatic tnsufficiency Drug Products-Submitting New Drug Applications I Do I 
I How to Comply With the Pediatric Research Equity Act I Do I 
I How to Determine if Human Research With a Rackoactive Drug Can Be Conducted Under a Radio- Do 

active Drug Research Committee I 

I Process for Contracts and Written Requests Under the Best Pharmaceuticat for Children Act lb I 
I Qualifying for Pediatric Exclusivity Under Section 505A of the Federal Food, Drug, and Cosmetic Act t Do 7 
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TITLEYTOP~~ OF GUIDANCE 

V. Center for Food Safety and Applied Nutrition (CFSAN) 

CONTACT 

CATEGORY-DIETARY SUPPLEMENTS 

Labeling Dietary Supplements for Women Who Are or Could Be Pregnant Linda Pefliire, Center for Food Safety and Applied Nut! 
tion (HFS-810). Food and Drug Administration, 5100 
Paint Branch Pkwy , College Park, MD 20740, 301- 
4361448, FAX 301-436-2636, 
Linda.Pefkore@cfsan. fda.gov 

Dietary Supplements: 75Day Premarket Notifications for New Dietary ingredients 

Substantiation Health Claims Guidance 

CATEGORY-FOOD ADDITIVE SAFETY 

Do 

Do 

Final Guidance on Electronic Submissions of Food and Color Additive Petitions (Level 7) George Pauli, Center for Food Safety and Applied Nutrf- 
tion (HFS-2001, Food and Drug Administration, 5100 
Paint Branch Pkwy., College Park, MD 20740 

Presence of Unintended Varieties of Bioengineered Plant Foods in the Food Supply (Levei 1) 

Chloropropanols Compliance Policy Guides Guidance 

CATEGORY-CONSTfTUENT OPERATIONS 

Do 

Do 

Equivalence Level 1 Guidance Cathy Cameval, Center for Food Safety and Applied Nu- 
trition (HFS-558), Food and Drug Administration, 5100 
Paint Branch Pkwy., College Park, MD 20740 

5ATEGORY-UFFtCE OF COMPLIANCE 

Prior Notice of Imported Food Products-Questions and Answers May Nelson, Center for Food Safety and Applied Nutrftion 
(HFS-22), Food and Drug Administration, 5100 Paint 
Branch Pkwy., College Park, MD 20740 

VI. CENTER FOR VETERINARY MEDlCtNE (CVM) 

ZATEGORY-NEW ANIMAL DRUG APPLICATIONS 

Administrative New Animal Drug Application Process (#132) Gail Schmerfeld, Center for Veterinary Medicine (HFV- 
loo), Food and Drug Administration, 7500 Standish PI., 
rm. 384, Metropark North II, Rockville, MD 20856,301- 
827-1 796, gschmerl@cvm.fda.gov 

Waivers of In Vivo Demonstration of Bioequivatence of Certain Animal Drugs in Soluble Powder Oral 
Dosage Form Products and Type A Medicated Articles (#?71) 

Marftyn Martinez, Center for Veterinary Medicine (HFV- 
1301, Food and Drug Administration, 7500 Standish PI., 
rm. 332, Metropark North II, Rockvifie, MD 20865,301- 
827-7577, mmarlinl@cvm.fda.gov 

:ATEGORY-LABELING 

Manufacture and Labeling of Raw Meat Diets for Consumption by Dogs, Cats, and Captive Noncom- 
panion Animal Carnivores and Omnivores (#122} 

William Burkhokfer, Center for Veterinary Medicine (HFV- 
228), Food and Drug Adminfstration, 7500 Standish PI., 
nn. 413, Metropark North it, Rockvitfe, MD 29865,301- 
8274 79, bbu&hol@nn. fdagov 

Content and Format tor Labeling of New Animaf Drug Products (#I 34) Douglass Oefler, Center for Vet&nary Medicfne (HFV- 
1121, Food and Drug Administration, 75M) Standish Pt., 
rm. 324, Metropark North It, Rockvftte, MD 26%X,301- 
827-6131, doMe@cvm.fda.gov 

:ATEGORY-STATUTORY REQUIREMENTS 

Dispute Resotution-FDA Modernization Act (#79) Marcia Lark&, Center for Veterinary Mediiine (HFV-t), 
Food and Drug Administration, 7519 Standish Pt., rm. 
165, Metropark North IV, Rockvilte, MD 20855,301- 
8274535, mknkin@cvm.fda.gov 

Animal Drug Sponsor Fees Under the Animal Drug User Fee Act (#173) David Newkirk, Center for Veterinary Medicine (HFV- 
tOO), Food and Drug Administration, 7560 Standish PI., 
rm. 390, Metropark North II, Rockvitle, MD 20855,301- 
827-6967; dnetii~w.fda.gov 

Chemistry, Manufacturing, and Controf Changes to an Approved New Animal Drug Apptication or 
Abbreviated New Drug Applications (#83) 

Dennis Benstey, Center for Veterinary Medicine (HFV- 
143), Food and Drug Administration, 7500 Standish PI., 
rm. 320, Metropark North II. Rockvifle, MD 28866,301- 
827456, dbensfey@cvm.fda.gov 

:ATEGORY-INTERNATIONAL HARMONIZATtCN 
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TITLEITOPIC OF GUIIJAN~E 

GL-27: Preapproval lnformatiin for Registration of New Veterinary Medicinal Products for Food-Pro- 
ducing Animals With Respect to Antimicrobial Resistance (#144) 

GL-28: Studies to Evaluate the Safety of Residues of Veterinary Drugs in Human Food: Carcino-’ 
genicky Testing (#141) 

GL-33: Studies to Evaluate the Safety of Residues of Veterinary Drugs in Human Food: General Ap- 
proach to Testing (#I 49) 

GL-36: Studies to Evaluate the Saiety of Residues of Veterinary Drugs in Human Food: General Ap- 
proach to Establish a Microbiological Acceptable Daily Intake (#tSQ) 

GL-37 Studies to Evaluate the Safety of Residues of Veterinary Drugs in Human Food: Repeat- 
Dose (Chronic) Toxicity Testing (#160) 

GL-38 Envfronmental Impact Assessments for Veterfnary Medicinal Products-Phase If (#I%) 

ZATEGORY-TARGET ANIMAL SAFETY AND EFFECTIVENESS 

CONTACT 

William T. Flynn, Center for Veterinary Medicine (HFV-2). 
Food and Drug Administration, 7519 Standish PI., rm. 
173, Metropati North IV, Rcckville, MD 20855, 301- 
8274514, wflynn@cvm.fda.gov 

Thomas Mulligan, Center for Veterinary Medicme (HFV- 
153) Food and Drug Administration, rm. E375, 
Metropark North II. 7500 Standish PI.. Rockville, MD 
20855. 301-827-6984, tmulliga@cvm.fda.gov 

Do 

Do 

Do 

Charles Eirkson, Center for Veterinary Medicine (HFV- 
103), ,Food and Drug Administration, rm. 137, 
Metropark North IV, 7500 Standish PI., Rookviile, MD 
20855,301-827-856t, ceidrson@cvm.fda.gov 

Development of Target Animal Safety and Effectiveness Data to Support Approval of Non-Steroidal 
Anti-fnflammatory Drugs for Use in Animals (#123) 

:ATEGORY-HUMAN FOOD SAFETY 

Dioxin in Minerals Used in Animal Feed (#It 61) 

Salmonella Contamination of Feeds Compliance Policy Guide 

Bovine Spongiform Encephalopathies Compliance Program 

Validation of AnalytfoaI’Procedures for Type C Medicated Feed (#135) 

Linda Wilmot, Center for Veterinary Medicine (HFV-114). 
Food and Drug Administration, 7500 Standish PI., rm. 
N316, Metropark North II, Rockville, MD 20855,301- 
827-01 35, Avifmot@cvm. fda.gov 

Gloria Dunnavan, Center for Vetednary Medicine (HFV- 
230), Food and Drug Administration, 7500 Standish pf., 
rm. E480, Metropark North II, Rockville. MD 20855. 
301-827-l 168, gdunnava@cvm. fdagov 

Henry Ekperfgin, Center for Veterfnary Medicine (HFV- 
222), Food and Drug Administration, 7500 Standish PI., 
rm. E417, Metropark North II. Rodcville, MD 20865, 
301-627-0174, he!qetig@cvm.fda.gov 

Neal Bataller, Center for Veterinary Medicine (HFV-230), 
Food and Drug Administration, 7500 Standish Pi., rm. 
E441, Metropark North If, Rocfwille, MD 20855,301- 
827-0163, nbatalfe@cvm.ti.gov 

Mary G. Leadbetter, Center for Veterinary Medicine 
(HFV-141), food and Drug Administration. 7500 Stand- 
ish PI., rm. E307. Metropark North II, Rockville, MD 
20855,301-$27+X64, m/eadbef@cvm.fda.gov / 

VII. OFlCE OF REGULATORY AFFAIRS (ORA) I 

:ATEGOf?Y-COMPLIANCE AND INSPECTION 

Guidance for Investigators: Investigations Operations Manual Michael Rogers, Division of Fiefd Investigations (HFC- 
?30), Food and Drug Administration, 5600 Fishers 
Lane, rm. 13-74. Rockvflle, MD 20857,301-827&653 

:ATEGORY-REGUlATORY 

Guidance for Food and Drug Administration Staffz Regulatory Information Assurance; Good Prac- 
tfces in Converting From Paper to Eteotronic Processes 

Paul Motise, Division of Compliance Information and 
Quality Assurance (HFC-!&ICI), Food and Drug Adminfs- 
tration, 1350 Piccard Dr., Rookvitle, MD 20850, 301- 
827-0383 

:ATEGORY-COfvfPLiANCE AND INSPECTfONS 

Concept Paper on Bioterrorism Act Proposed Guidance to Records Access Rudaina Alrefai, Division of Compliance Information and 
Quality Assurance (HFC-240), Food and Drug Adminis- 
tration, 1350 Pfd Dr., rm. 4OOL. Rockvilfe, MD 
20850,301-82?-8413 

:ATEGORY-GUJDANCE FCR INDUSTRY AND FOOD AND DRUG ADMINISTRATION STAFF 

21 CFR Part 58: Good Laboratory Practice, Questions and Answers James McConnack, Division of Compliance Policy (HFG 
230). Food and Drug Administration, 1350 Pfccard Dr.. 
rm. 4002, Rockvflle, MD 20850.301-827-0425 
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T~T~OPIC OF GUIDANCE I CONTACT I 

21 CFR Part 58: Closure of Nonclinical Laboratories Rodney Atlnutt, Division of Compliance Policy (HFC-230), 
Food and Drug Administratfon, 1350 Piccard Dr., rm. 
4OOY. Rockvitle, MD 20850,301-827-8860 

21 CFR Part 58: Comparison of the Food and Drug Administration, Environmenlal Protection Agen- James McCormack, Division of Compliance Policy (HFC- 
cy, and the Organisation for Economic and Cooperafive Development Good Laboratory Practices 230), Food and Drug Administration, 1350 Piccard Dr.. 

rm. 4002, Rockville MD 20850, 301-827-0425. 

CATEGORY-GUIDANCE FOR INDUSTRY AND FOOD AND DRUG ADMtNlSTRATiON INVESTIGATORS 

Auditing Nonclinical Laboratory Studies 

CATEGORY--GUIDANCE FOR FOOD AND DRUG ADMtNlSTRATlON INVESTIGATORS 

Do 

Necropsy, Tissue Preparation, and tlistotogy in Nonclinical Laboratory Studies 

CATEGORY-COMPLIANCE POLICY GUtDE 

Do 

Section 394.500, Importation of Tetevtsion Products, Microwave Ovens, and Inherent Class t Laser 
Products for Investigation and Evatuation during Design Development (CPG 7133.22) 

Jeffrey Govemate, D&ion of Compliance Policy (HFC 
230), Food and Drug Administration, 1350 Piccard Dr., 
rm. 4iOA, Rockvitle, MD 20850,301-827-0411 

Section 300.500. ReDrOCeSsinD and Reuse of Sinale Use Devices KPG 7124.16) Do 

Section 310.210, Blood Pressure Measurement Devices’(Sphygmomanometers)-Accuracy (CPG 
7124.23) 

Do 

CATEGORY-REGULATORY POLICY MANUAL 

Subchapter, Disqualification of Clinical tnvestigators James McCormack, Division of Compliance Policy (HFC 
230). Food and Drug Administration, 1350 Piccard Dr., 
rm. 4002, Rockvitle, MD 20850,30?-827-0425 

CATEGORY-REGULATORY POLICY MANUAL SUBCHAPTER OR STAFF MANUAL GUtDE 

Untrue Statements of Matertat Facts Sharon Sheehan, Division of Compliance Policy (HFC 
230), Food and Drug Administration, 1350 Piccard Dr., 
rm. 450, Rockville, MD 20850,301-627-0412 

CATEGORY-REGULATORY POLICY MANUAL SUBCHAPTER 

Application Integrity Polity 

CATEGORY-REGULATORY PROCEDURES MANUAL 

ID0 

Chapter 9 Imports Carl Nielsen, Division of Import Operations (HFC-170). 
Food and Drug Administration, 5600 Fishers Lane, mt. 
12-38, Rockvitle, MD 20857.301-443-6553 

CATEGORY-COMPLIANCE 

VIII. OFFtCE OF THE COMMiSSlONER (OC) 

Guidance for Industry Information Sheets fw tnstttutionat Review Boards and Clintcal lnvesftgators David Lepay, Good Clinicat Practice Program (HF-34), 
Office of Science and Health Coordination. Food and 

I Drug Administration, 5600 Fishers Lane, r&. 9C24, 
Rockvitte, MD 20857 I 

I 

Guidance for tndusiry Computerized Systems Used in Clinical Trials 

CATEGORY--INSPECTION 

Do 

Guidance for FDA Staff Compfiance Program 7348.811, Inspection of Clinical Investigators and 
Sponsor Investigators 

’ Do 
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Dated* 
-4 

June 30, 2004. 

Je/j?fGy $-hen, 
Aksistant Commissioner for Policy. 

[FR Dot. 04-????? Filed ??-??-04; 8:45 am] 
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